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Detailed Action 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection 
is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 
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Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 

Claims 35-60 are provisionally rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 1-17 of copending Application No. 
1 1/430,542. Although the conflicting claims are not identical, they are not patentably distinct 
from each other because the 4 542 application claims every material limitation of the instant 
invention. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. § 102 that form 
the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 35, 47-52, 54, 59 and 60 are rejected under 35 U.S.C. § 102(b) as being 
anticipated by McDonnell (US 4,121,589). 

Regarding claims 35, 59 and 60, McDonnell teaches a device (10) capable of sealing a 
stoma, said device (10) being situated entirely externally to the body and comprising recess 
defining means (15); means (1) capable of securing said recess defining means (15) to the body 
proximate the stoma; and means (16) capable of covering a stoma, situated within said recess 



Application/Control Number: 10/811 ,055 Page 4 

Art Unit: 3761 

defining means (15), and comprising a continuous, uninterrupted member that in combination 
with recess defining means (15) is capable of preventing liquid and/or solid material from exiting 
the stoma, said recess defining means (15) defining, with said stoma covering means (16), a 
chamber (17a), said chamber (17a) being situated over said stoma covering means (16) and 
pressurizable (cap (15) may be pressed by hand) to press said stoma covering means (16) against 
a stoma (see figure 1 & 3, infra). 




Regarding the limitations concerning what the device and it subcomponents do, e.g., "for 
sealing a stoma", "means for securing", etc., these are functional limitations. Apparatus claims 
must be structurally distinguishable over the prior art. MPEP § 21 14. 

Regarding claim 47, McDonnell teaches venting means (19) in said recess defining 
means (15). 

Regarding claim 48, McDonnell teaches an outlet port (19) and gas filtration means (col. 
4, lines 27-39). 

Regarding claim 49, McDonnell teaches additional chambers (17b-17d) filled with gas 
absorbent. 

Regarding claims 50 and 51, McDonnell teaches that the securing means (1) includes 
removably engaging means (7) and adhesive means (9). 
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Regarding claims 52 and 54, McDonnell teaches a waste collection means (20) attached 
to the securing means (l)(see fig. 7, infra). 




Claim Rejections - 35 USC § 103 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. § 103 that form 
the basis, for the rejections under this section made in this Office action: 

The following is a quotation of 35 U.S.C. § 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 53, 55 and 58 are rejected under 35 U.S.C. § 103(a) as being unpatentable over 
McDonnell as applied to claims 35, 47-51, 59 and 60 above, and further in view of Cornwell (US 
5,195,635 A). 

McDonnell does not teach the use of the ostomy device with a collection pouch. 
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Corn well teaches an elongated, collapsible pouch (1) for disposing of infectious medical 
wastes (see fig. 5, infra). 



FIG.G 




At the time of the invention, it would have been obvious for one of ordinary skill in the 
art to use the medical waste pouch of Cornwell to dispose of the device of McDonnell in order to 
provide a means of safely disposing of the device after use. 

Claims 56 are rejected under 35 U.S.C. § 103(a) as being unpatentable over McDonnell 
as applied to claims 35, 47-51, 59 and 60 above, and further in view of Bergmann et al (DE 43 
40 705 Al; hereinafter: "Bergmann"). 

McDonnell does not disclose expressly that the device can be used with waste collection 
means having a concertina-like configuration. 

Bergmann teaches a waste bag (4) having a concertina configuration (see English 
language abstract)(see fig. 3, infra). 
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At the time of the invention, it would have been obvious for one of ordinary skill in the 
art to use the medical waste pouch of Bergmann to dispose of the device of McDonnell in order 
to provide a means of conveniently disposing of the device after use. 

Claims 35-41, 46, 52, 57, 59 and 60 are rejected under 35 U.S.C. § 103(a) as being 
unpatentable over Eisen (US 3,071,133) in view of Schreiber (US 3,052,236). 

Regarding claims 35, 59 and 60, Eisen teaches a device (10) capable of sealing a stoma, 
said device (10) being situated entirely externally to the body and comprising recess defining 
means (14); means (30, 42) capable of securing said recess defining means (14) to the body 
proximate the stoma; and means (inner or body-facing layer of bladder (32) and liner (40)) 
capable of covering a stoma, situated within said recess defining means (14), and comprising a 
continuous, uninterrupted member (inner layer of bladder (32) and liner (40)) that is capable of 
occluding a stoma when it is pressed against a stoma, said recess defining means (14) defining, 
with said stoma covering means, a chamber (32), said chamber being situated over said stoma 



Application/Control Number: 10/811 ,055 Page 8 

Art Unit: 3761 

covering means and pressurizable to press said stoma covering means against a stoma (l)(col. 1, 
line 66-col. 2, line 25)(see figure 5, infra). 




Regarding the limitations concerning what the device and it subcomponents do, e.g., "for 
sealing a stoma", "means for securing", etc., these are functional limitations. Apparatus claims 
must be structurally distinguishable over the prior art. MPEP § 21 14. 

Eisen does not disclose expressly that the bladder walls are capable of preventing passage 
of liquid and/or solid material. Eisen does teach that the bladder is inflatable which suggests that 
it is made of material that impedes passage of gasses. 

Schrieber teaches a belt with inflatable bladder (14) that is made of rubber such that it 
inherently impervious to gases in addition to solid or liquid human wastes (col. 2, lines 40-51). 

At the time of the invention, it would have been obvious to one of ordinary skill in the art 
to make Eisen' s bladder walls out of the rubber material taught by Schrieber in order to provide 
materials that are known in the art to be gas impervious so that the bladder can retain an inflated 
configuration. 

Regarding claim 36, Schrieber teaches a flexible bladder (14) which is made of rubber 
(col. 2, lines 40-51). 
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Regarding claim 37, Eisen teaches that bladder (32) body side layer and liner (40) are 
fixed to the interior of recess defining means (14)(see fig. 5, supra). 

Regarding claims 38-40, Eisen teaches pressurizing (38) means including a neck (34) and 
a valve (col. 2, lines 8-19)(see fig. 3, infra). 




Regarding claim 41, Eisen teaches a pump (38). Merely making the pump integral with 
recess defining means is not sufficient to patentably distinguish the invention over the prior art. 
In re Larson, 340 F.2d 965, 968, 144 USPQ 347, 349 (CCPA 1965). MPEP § 2144.04. 

Regarding claim 46, Eisen teaches an external pressurization device (38). 

Regarding claim 52, Eisen teaches a pocket (40) that can be used to collect waste. 

Regarding claim 57, Eisen teaches a pouch (40) having ends fixed between recess 
defining means (14) and securing means (30)(see fig. 5). 
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Claims 42-45 and 47 are rejected under 35 U.S.C. § 103(a) as being unpatentable over 
Eisen and Schrieber as applied to claims 35-41, 46, 59 and 60 above, and further in view of 
Berenstein (US 5,795,314 A). 

Eisen does not expressly disclose that the pump is flexible. 

Berenstein teaches a handpump (40) that is flexible so as to allow it to pump air (col. 3, 
lines 9-19)(see fig. 1, infra). 

At the time of the invention, it would have been obvious to one of ordinary skill in the art 
to make the pump of Eisen and Schrieber flexible in the manner taught by Berenstein in order to 
provide a manual pump that is recognized in the art as being suitable for pumping air to a 
wearable article. 




Regarding claim 43, Eisen teaches a check valve (col. 2, lines 14-19). 
Regarding claims 44, 45 and 47, Berenstein teaches a pressure-limiting or relief valve or 
vent (22). 
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Response to Arguments 

Applicant's arguments with respect to claims 35-47, 51-53, 55, 56 and 58 have been 
considered but are moot in view of the new ground(s) of rejection. 

Applicants have not addressed the obvious-type double patenting rejection of claims 1-58 
over application serial number 1 1/430,542. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael Bogart whose telephone number is (571) 272-4933. 

In the event the examiner is not available, the Examiner's supervisor, Tatyana Zalukaeva 
may be reached at phone number (571) 272-1 115. The fax phone number for the organization 
where this application or proceeding is assigned is (571) 273-8300 for formal communications. 
For informal communications, the direct fax to the Examiner is (571) 273-4933. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (571) 272-3700. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair2direct.uspt0.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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